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1 )KI Responsive to communication(s) filed on 14 March 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) ^ Claim(s) 67, 70 and 72 is/are allowed. 
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10) ^ The drawing(s) filed on 24 March 2004 is/are: a)£3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

1 . Applicant's amendment and response filed March 14, 2008 is acknowledged and entered. 
Claims 1, 2, 4, 10-12, 14-16, 19, 20, 67, 70-76 and new claims 77-78 are pending. Claims 1, 2, 
4, 10-12, 14-16, 19, 20, 67, 70, 72, 75, 76 and 78 are under examination with respect to SEQ ID 
NO: 1, 9 and 10, respectively, the elected sequences. Note that claims 71, 73 and 77 are 
withdrawn from consideration being drawn to non-elected subject matter, sequences other than 
SEQ ID NO: 1, 9 and 10. Objections/rejections of claims 71 and 73 are moot in view of the 
status of claims 71 and 73 being withdrawn from consideration as a result of Applicant's 
amendment. 

Claims Summary and Interpretation 

2. The claims are drawn to an isolated or recombinant nucleic acid molecule (DNA, cDNA, 
RNA or an artificial nucleic acid). The nucleic acid molecule comprises at least one artificially 
mutated nucleotide (deletion, insertion or substitution) relative to the polynucleotide sequence 
SEQ ID NO: 1. The nucleic acid molecule having the mutation is: 

(a) a sequence that is greater than 97.8% identical to the full length SEQ ID NO: 1 or the 
full-length complement thereof, wherein the polynucleotide sequence encodes an infectious, 
replicating respiratory syncytial virus, or, 

(b) a sequence encoding an amino acid sequence or unique subsequence selected from the 
group consisting of an amino acid sequence greater than 99.5% identical to SEQ ID NO: 9, and 
an amino acid sequence greater than 96.4% identical to SEQ ID NO: 10, wherein an RSV that 
comprises the amino acid sequence is infectious and replicating. 
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Specifically, the nucleic acid molecule of (b) is at least 98.5% identical to SEQ ID NO: 1, 
or a complementary sequence thereof. The artificial mutation is located in the open reading 
frame encoding the polypeptide of SEQ ID NO: 10 (RSV M2-2 protein) or 12 (RSV G protein). 
Specifically the deletion in SEQ ID NO: 10 is a mutation of amino acid residue 1,4, 10 or a 
combination thereof. In another embodiment, the open reading frame of SEQ ID NO: 10 or 12 is 
deleted. In another embodiment, amino acid residues 164-197 of SEQ ID NO: 12 are deleted. 

The unique polynucleotide subsequence of the polynucleotide of (b) comprises at least 
one complete ORF, particularly SEQ ID NO: 9 and 10 (the elected embodiments). 

Claim 67 is drawn to an isolated or recombinant nucleic acid comprising at least one 
artificially mutated nucleotide (deletion, insertion, substitution) relative to SEQ ID NO: 1, 
wherein the nucleic acid comprises at least one unique polynucleotide subsequence comprising at 
least 500 contiguous nucleotides of SEQ ID NO: 1 or a complementary sequence thereof. More 
specifically, the subsequence comprises at least 1000 contiguous nucleotides of SEQ ID NO: 1. 
In another embodiment, the subsequence comprises at least one polynucleotide subsequence 
from a different strain of virus, or at least one polynucleotide subsequence from a different strain 
of human RSV, or at least one subsequence from a different species of virus. 

Claim Rejections - 35 USC § 112 
3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 



Application/Control Number: 10/811 ,508 Page 4 

Art Unit: 1648 

{New Rejection) Claims 1, 2, 4, 10-12, 14-16, 19, 20, 75, 76 and 78 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which Applicant regards as the invention. 

Claims 1, 2, 4, 10-12, 14-16, 19, 20, 75, 76 and 78 recite, "An isolated or recombinant 
nucleic acid comprising at least one artificially mutated nucleotide relative to a polynucleotide 
sequence of SEQ ID NO: 1 " [emphasis added]. "A" polynucleotide sequence of SEQ ID NO: 1 
potentially refers to a fragment sequence of SEQ ID NO: 1 . It is unclear whether Applicant 
intends a fragment of SEQ ID NO: 1, or "the" polynucleotide sequence of SEQ ID NO: 1, which 
means the full-length sequence of SEQ ID NO: 1 . The metes and bounds of the claims cannot be 
clearly determined without further clarification. 

Claims 14 and 15 are unclear because a sequence that is lacking the coding sequence for 
an entire reading frame (SEQ ID NO: 10 or 12) is not likely greater than 97.8% identical to SEQ 
ID NO: 1. Clarification is required. 

Conclusion 

4. Claims 67, 70 and 72 are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30), alternate Fridays off,. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Bruce Campell can 
be reached on 571-272-0974. The fax phone number for the organization where this application 
or proceeding is assigned is 571-273-8300. 



/Stacy B. Chen/ 5-21-08 
Primary Examiner, TCI 600 



